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immunoassay drug test results cannot
be obtained).

§26.133 Cutoff levels for drugs and
drug metabolites.

Subject to the provisions of
§26.31(d)(3)(iii), licensees and other en-
tities may specify more stringent cut-
off levels for drugs and drug metabo-
lites than those in the table below and,
in such cases, may report initial test
results for only the more stringent cut-
off levels. Otherwise, the following cut-
off levels must be used for initial test-
ing of urine specimens to determine
whether they are negative for the indi-
cated drugs and drug metabolites:

INITIAL TEST CUTOFF LEVELS FOR DRUGS AND
DRUG METABOLITES

Cutoff level
Drug or metabolites [nanograms
(ng)/mL]

Marijuana metabolites .... 50
Cocaine metabolites ... 300
Opiate metabolites ...... 2000
Phencyclidine (PCP) 25
Amphetamines 1000

§26.135 Split specimens.

(a) If the FFD program follows split-
specimen procedures, as described in
§26.113, the licensee testing facility
shall analyze aliquots of the specimen
for the licensee’s or other entity’s pur-
poses as described in this part. Except
as provided in paragraph (b) in this sec-
tion, the licensee testing facility shall
store Bottles A and B of the specimen
in a secure manner until the facility
has finished testing. If the initial va-
lidity and drug test results are nega-
tive and the specimen in Bottle A will
not be forwarded to the HHS-certified
laboratory, the licensee testing facility
may discard both Bottle A and Bottle
B. If any test results are positive or in-
dicate that the specimen is of question-
able validity, the licensee testing facil-
ity shall forward Bottle A to the HHS-
certified laboratory for testing and
shall retain Bottle B in secure storage,
under the requirements of §26.159(i), or
may forward it to the HHS-certified
laboratory for storage.

(b) If the MRO confirms any positive,
adulterated, or substituted result for a
specimen in Bottle A, based on the re-
sults of confirmatory testing at an
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HHS-certified laboratory, and the Ili-
censee testing facility has elected to
retain Bottle B of the specimen, and
the donor requests testing of the speci-
men in Bottle B, as permitted under
§26.165(b), the MRO shall ensure that
Bottle B is forwarded to an HHS-cer-
tified laboratory other than the labora-
tory that tested the specimen in Bottle
A, under the procedures specified in
§26.165(b).

(¢c) If the MRO confirms that the
specimen in Bottle A is positive, adul-
terated, substituted, or invalid and the
donor does not request that Bottle B be
tested, the licensee or other entity
shall ensure that Bottle B is main-
tained in Ilong-term, frozen storage
(=20 °C/—68 °F or less) for a minimum
of 1 year. If a licensee testing facility
elects to retain the specimen in Bottle
B, rather than forwarding it to the
HHS-certified laboratory with Bottle
A, the licensee testing facility shall en-
sure proper storage conditions in the
event of a prolonged power failure.
After the end of 1 year, the licensee or
other entity may discard Bottle B,
with the exception that the licensee
testing facility shall retain any speci-
mens under legal challenge, or as re-
quested by the NRC, until the specimen
is no longer needed.

§26.137 Quality assurance and quality
control.

(a) Quality assurance program. Each li-
censee testing facility shall have a
quality assurance program that encom-
passes all aspects of the testing process
including, but not limited to, specimen
acquisition, chain of custody, security
and reporting of results, validity
screening (if validity screening tests
are performed), initial wvalidity and
drug testing, and validation of analyt-
ical procedures. Quality assurance pro-
cedures must be designed, imple-
mented, and reviewed to monitor the
conduct of each step of the process of
validity testing and testing for drugs
and drug metabolites.

(b) Performance testing and quality
control requirements for validity screening
tests. (1) Licensee testing facilities may
rely on validity screening tests to de-
termine the need for initial tests of
specimen validity either at the licensee
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